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Filed: July 13, 2001 

For: MULTIPLEX FLOW ASSAYS 
PREFERABLY WITH MAGNETIC 
PARTICLES AS SOLID PHASE 



Examiner: Stucker 
Art Unit: 1648 
COMMUNICATION 



V 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Applicants submit herewith the enclosed Supplemental Information 
Disclosure Statement and Declaration under 37 C.F.R. 131 for the Examiner's 
consideration in the prosecution of this application. Both documents refer to PCT 
published application WO 97/35210, also submitted herewith. 

This application claims a composition of a plurality of particles of 
magnetically responsive material suitable for use in a multiplex assay and comprising 
subranges of particles distinguishable from one another by flow cytometry. The main 
claim is claim 21, which reads: 
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21. A composition comprising a plurality of solid-phase assay reagents 
selectively active in a plurality of assays each for a different analyte, each said 
solid-phase assay reagent comprising a binding species that is selectively active in 
a single assay and coupled to one of a plurality of microparticles of magnetically 
responsive material, the sizes of said microparticles varying in size over a range 
that is an aggregate of a plurality of subranges, each subrange distinguishable 
from other subranges of said aggregate by flow cytometry and by the binding 
species coupled thereto, said microparticles being suitable for use in a multiplex 
assay procedure that includes the use of flow cytometry. 

Submitted herewith is PCT application WO 97/35201, which has an 
effective date as a reference of September 25, 1997, its publication date. The reference 
generally discloses certain multiplex assays that use beads that are differentiable by size, 
shape and/or color (e.g., pp. 6-7). The beads are preferably made of some type of plastic, 
such as polypropylene, polystyrene or latex (p. 10). There is no statement in this 
reference that the beads under consideration by the inventors of that work had any 
magnetic properties. However, it is stated (p. 10) that the beads may be made "of other 
polymers or particles known in the art", and the specification states (p. 2 line 10) that 
magnetic beads (though of unspecified type) are known in the art, though that reference is 
to performing multiple single-antigen assays separately on a single sample rather than a 
multiplex assay (multiple simultaneous assays on the same sample). 

The reference thus does not state as such that magnetic beads are among 
those types contemplated for use in the disclosed process. Applicants submit that those 
skilled in the art would, on reading the reference, not come to the conclusion that it 
discloses or renders obvious neither the types of magnetic particles claimed herein, nor 
their use in a multiplex assay. However, for completeness of the record, this reference is 
submitted for the Examiner's consideration in examining this Application. 
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Applicants also submit that, in any event this reference, which was 



published only about two months before Applicants 1 filing date, does not qualify as prior 
art under 35 U.S.C 102(a). This position is based on the Declaration under Rule 131 
submitted herewith, which clearly demonstrates that Applicants made their invention 
before the September 25, 1997 publication date of this PCT application. 



In view of the foregoing, Applicants submit that the claims in this 
Application are allowable and request an early notice to that effect. 

If the Examiner believes a telephone conference would expedite 
prosecution of this application, please telephone the undersigned. 
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Two Embarcadero Center, 8 th Floor 

San Francisco, California 941 1 1-3834 

Tel: (415)576-0200 

Fax: (415) 576-0300 
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